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Intemational application No. 
PCTAJS03/20346 



fiotemationa] filing date (day/momh/year) 
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Intemational Patent Classification (IPC) or national classification and lPC 
IPC(7): A61K 31/403 ; C07D 209/88 and US CI.; 514/411 ; 548/444. 440 



Priority date (dcyAnomh/year) 
27 June 2002 07.06,2002) 



Applicant 

SB PHARMACO PUERTO RICO INC. 



1. This international preliminary examination report bas been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total o^3 

□ 



sheets, including this cover sheet 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are die basis for this report and/or sheets containing rectifications made 
before diis Authority (see Rule 70/16 and Section 607 of die Administrative Instructions under die PCT). 

0. 



These annexes consist of a total of ^ sheets. 



This rqport contains indications relating to the following items: 
Basis of the report 
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Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and e^lanations supporting such statement 

Certain documents cited 



Date of submission of the demand 
17 December 2003 (17.12.2003) 



Date of completion of this report 
05 February 2004 (05.02.2004) 



Name and mailing address of the IPEA/US 
MaU Stop PCT. Attn: IPBAAJS 
Commissioner for Patents 
P.O. Box 1450 

Alexandria, Virginia 22313-1450 
Facsimile No. (703) 305-3230 




AurfforiVd officer^ 
^aflT K&tmaiT 
Telephone No. (703)308-1235 



Form PCT/IPEA/409 (cover sheet)(JuIy 1998) 



INTERNATIONAL PREL: 



InternationaTaS^K 

HPHry examination report pCT/usoa/aoaS^ 



|on No. 



L Basis of the report 



L With regard to the dements of the international application:* 
the international application as originally filed, 
the description: 

pages 1-26 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 



the claims: 

pages 27-31 as originally filed 

pages NONE , as amended (together widi any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 



the drawings: 

pages 1-^2 ^ as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . 

I I the sequence listing part of the description: 

pages NONE as originally filed 

pages NONE filed with the demand 

pages NONE , filed with the letter of ] . 

With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless o±erwise indicated under this item. 
These elements were available or furnished to this Authority in the following language which is: 



the language of a translation furnished for the purposes of international seardi (under Rule23. 1(b)). 
the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

I contained in the international application in printed fonn. 

I filed together with the international application in computer readable form. 

I furnished subsequentiy to this Authority in written form. 

furnished subsequentiy to this Authority in computer readable form. 

The statement that the subsequentiy furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

I I The statement that the information recorded in computer readable form is identical to the written sequence listing 
has been furnished 



II 
□ 



4. |2nJ The amendments have resulted in the cancellation of: 
die description, pages NONE 



^ the claims, Nos, NONE 

the drawings, sheets/fig NONE 



5. This report has been established as if (some of) the amendments had not been made, smce they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 cure referred to in 
this report as "originally filed" and are not annexed to tliis report since they do not contain amendments (Rules 70,16 and 70.17). 
** Any repltwement sheet containing such amendtnents must be retired to under item 1 and annexed to this report. 
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V. Reasoned statement under Rule 66.2(a)Qi) with r^ard to novelty, inventive step or industrial applicabfllQr; 
citations and explanations supporting such statement 



1. STATEMENT 

Novelty (N) 



Claims 1-40 



Qauns NONE 



_YES 
NO 



Inventive Step (IS) 



Claims 1-40 



Claims NONE 



_YES 
NO 



Industrial Applicabili^ (lA) 



Qaims 1-40 



Claims NONE 



^YES 
NO 



2. OTATIONS AND EXPLANATIONS 

Claims 1-40 meet the criteria set out ia PCX Article 33C2)-(3). because the prior art does not teadi or feirly suggest the instant 
crystalline carvedilol hydrobromide monohydrate or solvate forms of carvedilol. 

Claims 1-40 meet die criteria set out in PCX Article 33(4), and thus have industrial applicability because die subject matter claimed 
can be made or used in industry. 
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